CENTER FOR VETERINARY BIOLOGICS NOTICE NO. 02-14

Subject: Issuance of Licenses

July 8, 2002

To: Biologics Licenses, Permittees, and Applicants
Veterinary Services Management Team
Directors, Center for Veterinary Biologics

Area Veterinarians in Charge, VS

The purpose of this notice is to bring to the attention of interested parties licenses issued
and terminated during the months of April, May, and June 2002. These do not include
those licenses reissued to update pertinent information. A product license or permit for
distribution and sale has been issued for each of the following:

Product | Establishment/
True Name Code Permittee Date
Avian Influenza Vaccine, H7 Subtype, 1057.H7 | Lohmann Animal | 05/30/02
Killed Virus Health, Est. 196
Avian Encephalomyelitis-Fowl Pox- 10S1.RO | Biomune Co. 04/10/02
Laryngotracheitis Vaccine, Live Virus, Live Est. 368
Fowl Pox Vector
Bursal Disease Vaccine, Modified Live Virus 1271.15 | Wyeth 05/02/02
Est. 112
Bursal Disease-Reovirus Vaccine, Standard and | 12D5.F0 | Intervet Inc. 04/24/02
Variant, Killed Virus Est. 286
Equine Rhinopneumonitis-Influenza Vaccine, 1515.22 | Intervet Inc. 04/09/02
Killed Virus Est. 286
Equine Rhinopneumonitis Vaccine, Killed 1525.24 | Wyeth 05/07/02
Virus Est. 112
Newcastle Disease-Fowl Pox Vaccine 17C1.R0O | Biomune Co. 06/10/02
Live Fowl Pox Vector Est. 368
Swine Influenza Vaccine, HIN1 and H3N2, 19A5.22 | Pfizer Inc. 06/05/02
Killed Virus Est. 189
Fowl Pox-Laryngotracheitis Vaccine 1F31.R0O | Biomune Co. 04/29/02
Live Fowl Pox Vector Est. 368
Erysipelothrix Rhusiopathiae Bacterin 2641.02 | Pfizer Inc. 06/05/02
Est. 189
Erysipelothrix Rhusiopathiae Mycoplasma 2A41.01 | Pfizer Inc. 06/05/02
Hyopneumoniae Bacterin Est. 189
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Product | Establishment/

True Name Code Permittee Date
Encephalomyelitis-Influenza Vaccine, Eastern | 4835.45 | Intervet Inc. 04/29/02
and Western, Killed Virus, Tetanus Toxoid Est. 286
Swine Influenza Vaccine, HIN1 and H3N2, 4993.20 | Pfizer Inc. 06/05/02
Killed Virus, Erysipelothrix Rhusiopathiae Est. 189
Bacterin
Swine Influenza Vaccine, HIN1 and H3N2, 499421 | Pfizer Inc. 06/05/02
Killed Virus, Erysipelothrix Rhusiopathiae- Est. 189
Mycoplasma Hyopneumoniae Bacterin
Swine Influenza Vaccine, HIN1 and H3N2, 4995.22 | Pfizer Inc. 06/05/02
Killed Virus, Mycoplasma Hyopneumoniae Est. 189
Bacterin
Swine Influenza Vaccine, HIN1 and H3N2, 4995.23 | Pfizer Inc. 06/05/02
Killed Virus, Mycoplasma Hyopneumoniae Est. 189
Bacterin
Avian Influenza Virus Antibody Test Kit 5004.00 | Synbiotics Corp. | 06/18/02

Est. 312
Avian Encephalomyelitis Virus Antibody 5006.00 | Synbiotics Corp. | 06/25/02
Test Kit Est. 312
Newcastle Disease Virus Antibody Test Kit 5080.01 | Synbiotics Corp. | 04/08/02
Est. 312
Canine Distemper-Parvovirus Antibody 53P1.00 | Synbiotics Corp. | 04/29/02
Test Kit Est. 312
Fowl Laryngotracheitis Virus Antibody 5601.00 | Synbiotics Corp. | 04/25/02
Test Kit Est. 312
Parapox Ovis Virus Immunomodulator 9330.00 | Bayer Corp. 04/03/02
Est. 52B
Allergenic Extract, Prescription Product 9531.00 | Veterinary 06/26/02
Allergy
Reference Lab.
Est. 622
Canine Adenovirus Type 2, Modified Live A2T1.21 | Intervet Inc. 04/29/02
Virus Est. 286
Equine IgG C607.00 | The Siris Group, | 05/09/02
LLC, Est.621

U. S. Veterinary Biological Product Permit No. 52B was issued on April 3, 2002, to the

following:

Bayer Corporation, Agriculture Division, Animal Health, P.O. Box 390, Shawnee

Mission, Kansas 66201

MAIL: Bayer Corporation, Agriculture Division, Animal Health, P.O. Box 390,

Shawnee Mission, Kansas 66201
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U. S. Veterinary Establishment License No. 621 was issued on May 9, 2002, to the
following:

The Siris Group, LLC, 1201 West Lincoln, Caseyville, Illinois 62232.
MAIL: The Siris Group, LLC, 3026 Locust Street, St. Louis, Missouri 63103.

U. S. Veterinary Establishment License No. 622 was issued on June 26, 2002, to the
following:

Veterinary Allergy Reference Laboratory, 359 South Rosemead Boulevard,
Pasadena, California 91107. MAIL: Veterinary Allergy Reference Laboratory,
P.O. Box 41059, Pasadena, California 91114

The following product licenses for Binax, Inc., Est. 330 were terminated without
prejudice on June 5, 2002:

Canine Heartworm Antigen Test Kit, Code 5018.00
Feline Leukemia Virus Antigen Test Kit, Code 5028.00

The following product licenses for Pfizer Inc., Est. 189 were terminated without
prejudice on June 28, 2002:

Bovine Rhinotracheitis-Parainfluenzas-Respiratory Syncytial Virus Vaccine,
Modified Live Virus, Code A071.20

Bovine Rhinotracheitis Vaccine, Killed Virus, Code A105.20

Bovine Rhinotracheitis-Virus Diarrhea-Parainfluenzas-Respiratory Syncytial
Virus Vaccine, Modified Live Virus, Code A181.20

Canine Distemper-Adenovirus Type 2-Measles-Parainfluenza Vaccine, Modified
Live Virus, Code A341.20

Canine Distemper-Adenovirus Type 2-Parainfluenza-Parvovirus Vaccine,
Modified Live Virus, Code A3D1.21

Canine Coronavirus Vaccine, Killed Virus, Code A4P5.20
Equine Rhinopneumonitis Vaccine, Modified Live Virus, Code A521.20

Feline Rhinotracheitis-Calici Vaccine, Modified Live Virus, Code A6C1.20
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Feline Rhinotracheitis-Calici Panleukopenia-Chlamydia Psittaci Vaccine,
Modified Live Virus and Chlamydia, Code A6E1.20
Parvovirus Vaccine, Modified Live Virus, Code AGM1.22
Parvovirus Vaccine, Killed Virus, Code ASM5.21
Parvovirus Vaccine, Killed Virus, A8P5.20

Rabies Vaccine, Modified Live Virus, High Egg Passage, Flury Strain,
Code A901.22

Rabies Vaccine, Killed Virus, Code A905.20

Bovine Rota-Coronavirus Vaccine, Modified Live Virus, Code A931.20
Bordetella Bronchiseptica Bacterin, Code B100.00

Bordetella Bronchiseptica Bacterin, Code B100.01

Actinobacillus Pleuropneumoniae-Bordetella Bronchiseptica-Erysipelothrix
Rhusiopathiae-Pasteurella Multocida Bacterin, Code B107.00

Erysipelothrix Rhusiopathiae Bacterin, Code B641.00
Leptospira Canicola-Icterohaemorrhagiae, Killed Culture, Code B671.00
Moraxella Bovis Bacterin, Code B772.00

Bovine Rota-Coronavirus Vaccine-Clostridium Perfringens Type C-
Escherichia Coli Bacterin-Toxoid, Killed Virus, Code D570.20

Bordetella Bronchiseptica-Erysipelothrix Rhusiopathiae-Pasteurella Multocida
Bacterin-Toxoid, Code G054.00

Escherichia Coli, Killed Culture, Code G900.R0

Pasteurella Multocida Toxoid, Killed Culture, Code H550.00
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Due to the acquisition of ImmTech Biologics, Inc., Est. No. 480, by Novartis Corporation
(formerly Grand Laboratories) Est. No. 303 the following products previously issued to
Est. No. 480 have been reissued to Est. No. 303:

Treponema Bacterin, Code 21C5.00

Escherichia Coli Bacterin, Code 2648.00

Fusobacterium Necrophorum Bacterin, Code 2556.00

The following Est. No. 480 licenses are reissued to Est. No. 303 with different code
numbers to avoid duplication of numbers:

Autogenous Vaccine, Killed Virus, Code 1015.01 (formerly 1015.00)
Autogenous Bacterin, Code 2051.01 (formerly 2051.00)
Mycoplasma Hyopneumoniae Bacterin, Code 2775.02 (formerly 2775.00)

Autogenous Vaccine, Killed Virus, Autogenous Bacterin, Code 4500.01
(formerly 4500.00)

/s/Richard E. Hill, Jr.

Richard E. Hill, Jr.
Director
Center for Veterinary Biologics
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